
TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

C Number: C20201C

Lock Date: 07/24/2004

Cage Range: ALL

Date Range: ALL

Reasons For Removal: ALL

Removal Date Range: ALL

Treatment Groups: Include ALL



FEMALE MICE

Organ Morphology
Liver Fatty Change

Hematopoietic Cell Proliferation
Inflammation

Lung: Interstitium Inflammation
Lung: Serosa Inflammation Chronic
Skin Hyperplasia

Inflammation Chronic
Skin, Control Dermis Inflammation Chronic
Skin, SOA No Mass Hyperplasia

Inflammation Chronic
Skin, Site of Application Hyperplasia

Inflammation Chronic
Spleen Hematopoietic Cell Proliferation
Thymus Atrophy

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

SUMMARY OF STATISTICALLY SIGNIFICANT (P<=.05) RESULTS IN THE ANALYSIS OF TEF TRANSGENICS (PECDF)

Control data contained within this report was collected on study 20201-01
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Liver
Degeneration

LESION RATES

OVERALL (a) 0/20 (0%) 0/20 (0%) 1/20 (5%) 1/20 (5%) 2/20 (10%)

POLY-3 RATE (b) 0/17.89 0/14.74 1/17.78 1/16.51 2/17.61

POLY-3 PERCENT (g) 0% 0% 5.6% 6.1% 11.4%

TERMINAL (d) 0/17 (0%) 0/13 (0%) 0/16 (0%) 0/13 (0%) 1/13 (8%)

FIRST INCIDENCE --- --- 127 143 172

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.086 (e) P=0.500 P=0.489 P=0.198

POLY 3 P=0.089 (e) P=0.499 P=0.484 P=0.229

POLY 1.5 P=0.090 (e) P=0.500 P=0.491 P=0.235

POLY 6 P=0.083 (e) P=0.497 P=0.475 P=0.216

LOGISTIC REGRESSION P=0.062 (e) P=0.496 P=0.518 P=0.230

COCH-ARM / FISHERS P=0.079 (e) P=0.500 P=0.500 P=0.244

ORDER RESTRICTED P=0.083 (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.094 (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Liver
Fatty Change

LESION RATES

OVERALL (a) 1/20 (5%) 2/20 (10%) 1/20 (5%) 11/20 (55%) 3/20 (15%)

POLY-3 RATE (b) 1/17.89 2/16.52 1/17.11 11/17.08 3/18.15

POLY-3 PERCENT (g) 5.6% 12.1% 5.8% 64.4% 16.5%

TERMINAL (d) 1/17 (6%) 0/13 (0%) 1/16 (6%) 9/13 (69%) 2/13 (15%)

FIRST INCIDENCE 183 (T) 78 183 (T) 122 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.049* P=0.469 P=0.750 P<0.001** P=0.243

POLY 3 P=0.060 P=0.472 P=0.751 P<0.001** P=0.305

POLY 1.5 P=0.062 P=0.483 P=0.756 P<0.001** P=0.311

POLY 6 P=0.045* P=0.460 P=0.746 P<0.001** P=0.286

LOGISTIC REGRESSION P=0.059 P=0.662 P=0.750 P<0.001** P=0.288

COCH-ARM / FISHERS P=0.066 P=0.500 P=0.756N P<0.001** P=0.302

ORDER RESTRICTED P=0.002** (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.003** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 4



Liver
Hematopoietic Cell Proliferation

LESION RATES

OVERALL (a) 1/20 (5%) 1/20 (5%) 4/20 (20%) 10/20 (50%) 15/20 (75%)

POLY-3 RATE (b) 1/17.89 1/14.74 4/18.72 10/17.89 15/19.51

POLY-3 PERCENT (g) 5.6% 6.8% 21.4% 55.9% 76.9%

TERMINAL (d) 1/17 (6%) 1/13 (8%) 2/16 (13%) 6/13 (46%) 10/13 (77%)

FIRST INCIDENCE 183 (T) 183 (T) 71 122 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P<0.001** P=0.703 P=0.170 P=0.002** P<0.001**

POLY 3 P<0.001** P=0.716 P=0.182 P<0.001** P<0.001**

POLY 1.5 P<0.001** P=0.732 P=0.181 P<0.001** P<0.001**

POLY 6 P<0.001** P=0.703 P=0.180 P<0.001** P<0.001**

LOGISTIC REGRESSION P<0.001** P=0.703 P=0.168 P=0.002** P<0.001**

COCH-ARM / FISHERS P<0.001** P=0.756N P=0.171 P=0.002** P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Liver
Inflammation

LESION RATES

OVERALL (a) 19/20 (95%) 18/20 (90%) 20/20 (100%) 18/20 (90%) 13/20 (65%)

POLY-3 RATE (b) 19/20.00 18/18.10 20/20.00 18/19.71 13/19.09

POLY-3 PERCENT (g) 95% 99.4% 100% 91.3% 68.1%

TERMINAL (d) 16/17 (94%) 13/13 (100%) 16/16 (100%) 12/13 (92%) 9/13 (69%)

FIRST INCIDENCE 74 94 71 80 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.124N P=0.212 P=0.354 P=0.270 P=0.318N

POLY 3 P<0.001N** P=0.562 P=0.500 P=0.569N P=0.028N*

POLY 1.5 P<0.001N** P=0.680 P=0.500 P=0.536N P=0.023N*

POLY 6 P<0.001N** P=0.524 P=0.500 P=0.623N P=0.040N*

LOGISTIC REGRESSION P<0.001N** P=0.706N (e) P=0.471N P=0.024N*

COCH-ARM / FISHERS P<0.001N** P=0.500N P=0.500 P=0.500N P=0.022N*

ORDER RESTRICTED P<0.001N** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001N** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Liver
Necrosis

LESION RATES

OVERALL (a) 7/20 (35%) 5/20 (25%) 7/20 (35%) 8/20 (40%) 6/20 (30%)

POLY-3 RATE (b) 7/18.15 5/16.39 7/18.30 8/17.97 6/18.60

POLY-3 PERCENT (g) 38.6% 30.5% 38.3% 44.5% 32.3%

TERMINAL (d) 6/17 (35%) 2/13 (15%) 5/16 (31%) 5/13 (39%) 4/13 (31%)

FIRST INCIDENCE 165 127 127 86 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.457 P=0.563N P=0.571 P=0.309 P=0.583

POLY 3 P=0.499N P=0.446N P=0.623N P=0.490 P=0.479N

POLY 1.5 P=0.496N P=0.425N P=0.621N P=0.506 P=0.469N

POLY 6 P=0.547N P=0.457N P=0.628N P=0.456 P=0.518N

LOGISTIC REGRESSION P=0.550 P=0.424N P=0.619 P=0.491 P=0.497N

COCH-ARM / FISHERS P=0.549 P=0.366N P=0.629N P=0.500 P=0.500N

ORDER RESTRICTED P=0.593N (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.593N (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Liver
Pigmentation

LESION RATES

OVERALL (a) 10/20 (50%) 8/20 (40%) 13/20 (65%) 11/20 (55%) 10/20 (50%)

POLY-3 RATE (b) 10/18.15 8/16.20 13/17.78 11/16.88 10/17.89

POLY-3 PERCENT (g) 55.1% 49.4% 73.1% 65.2% 55.9%

TERMINAL (d) 9/17 (53%) 6/13 (46%) 12/16 (75%) 10/13 (77%) 9/13 (69%)

FIRST INCIDENCE 165 97 127 86 150

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.275 P=0.587 P=0.195 P=0.188 P=0.316

POLY 3 P=0.558N P=0.503N P=0.217 P=0.395 P=0.612

POLY 1.5 P=0.530N P=0.459N P=0.238 P=0.456 P=0.614N

POLY 6 P=0.477 P=0.544N P=0.191 P=0.302 P=0.536

LOGISTIC REGRESSION P=0.513N P=0.515N P=0.200 P=0.385 P=0.550

COCH-ARM / FISHERS P=0.517 P=0.376N P=0.262 P=0.500 P=0.624N

ORDER RESTRICTED P=0.376 (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.386 (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Lung: Alveolus
Infiltration Cellular Histiocyte

LESION RATES

OVERALL (a) 0/20 (0%) 1/20 (5%) 1/20 (5%) 3/20 (15%) 1/20 (5%)

POLY-3 RATE (b) 0/17.89 1/14.74 1/17.78 3/15.98 1/17.81

POLY-3 PERCENT (g) 0% 6.8% 5.6% 18.8% 5.6%

TERMINAL (d) 0/17 (0%) 1/13 (8%) 0/16 (0%) 3/13 (23%) 0/13 (0%)

FIRST INCIDENCE --- 183 (T) 127 183 (T) 157

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.317 P=0.446 P=0.500 P=0.074 P=0.500

POLY 3 P=0.375 P=0.461 P=0.499 P=0.090 P=0.499

POLY 1.5 P=0.378 P=0.474 P=0.500 P=0.098 P=0.503

POLY 6 P=0.354 P=0.451 P=0.497 P=0.080 P=0.489

LOGISTIC REGRESSION P=0.353 P=0.446 P=0.496 P=0.074 P=0.470

COCH-ARM / FISHERS P=0.347 P=0.500 P=0.500 P=0.115 P=0.500

ORDER RESTRICTED P=0.128 (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.138 (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Lung: Interstitium
Inflammation

LESION RATES

OVERALL (a) 1/20 (5%) 1/20 (5%) 1/20 (5%) 0/20 (0%) 5/20 (25%)

POLY-3 RATE (b) 1/18.15 1/14.74 1/17.11 0/15.98 5/18.97

POLY-3 PERCENT (g) 5.5% 6.8% 5.8% 0% 26.4%

TERMINAL (d) 0/17 (0%) 1/13 (8%) 1/16 (6%) 0/13 (0%) 2/13 (15%)

FIRST INCIDENCE 165 183 (T) 183 (T) --- 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.013* P=0.693 P=0.740 P=0.565N P=0.088

POLY 3 P=0.012* P=0.713 P=0.748 P=0.525N P=0.097

POLY 1.5 P=0.012* P=0.730 P=0.754 P=0.514N P=0.098

POLY 6 P=0.012* P=0.697 P=0.740 P=0.540N P=0.089

LOGISTIC REGRESSION P=0.012* P=0.742 P=0.764 P=0.496N P=0.068

COCH-ARM / FISHERS P=0.012* P=0.756N P=0.756N P=0.500N P=0.091

ORDER RESTRICTED P=0.009** (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.015* (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Lung: Perivascular
Inflammation

LESION RATES

OVERALL (a) 2/20 (10%) 0/20 (0%) 0/20 (0%) 2/20 (10%) 1/20 (5%)

POLY-3 RATE (b) 2/17.89 0/14.74 0/17.11 2/15.98 1/17.61

POLY-3 PERCENT (g) 11.2% 0% 0% 12.5% 5.7%

TERMINAL (d) 2/17 (12%) 0/13 (0%) 0/16 (0%) 2/13 (15%) 0/13 (0%)

FIRST INCIDENCE 183 (T) --- --- 183 (T) 172

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.443 P=0.297N P=0.250N P=0.598 P=0.577N

POLY 3 P=0.553 P=0.279N P=0.243N P=0.657 P=0.506N

POLY 1.5 P=0.544 P=0.263N P=0.238N P=0.675 P=0.496N

POLY 6 P=0.544 P=0.293N P=0.248N P=0.632 P=0.525N

LOGISTIC REGRESSION P=0.493 (e) (e) P=0.598 P=0.515N

COCH-ARM / FISHERS P=0.499 P=0.244N P=0.244N P=0.698N P=0.500N

ORDER RESTRICTED P=0.342N (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.352N (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Lung: Serosa
Inflammation Chronic

LESION RATES

OVERALL (a) 7/20 (35%) 0/20 (0%) 1/20 (5%) 7/20 (35%) 2/20 (10%)

POLY-3 RATE (b) 7/17.89 0/14.74 1/18.05 7/16.67 2/17.81

POLY-3 PERCENT (g) 39.1% 0% 5.5% 42% 11.2%

TERMINAL (d) 7/17 (41%) 0/13 (0%) 0/16 (0%) 5/13 (39%) 1/13 (8%)

FIRST INCIDENCE 183 (T) --- 71 155 157

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.553 P=0.015N* P=0.032N* P=0.403 P=0.133N

POLY 3 P=0.410N P=0.007N** P=0.016N* P=0.569 P=0.057N

POLY 1.5 P=0.427N P=0.005N** P=0.016N* P=0.596 P=0.054N

POLY 6 P=0.422N P=0.009N** P=0.017N* P=0.538 P=0.067N

LOGISTIC REGRESSION P=0.486N (e) P=0.024N* P=0.515 P=0.072N

COCH-ARM / FISHERS P=0.507N P=0.004N** P=0.022N* P=0.629N P=0.064N

ORDER RESTRICTED P=0.015N* (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.020N* (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Lymph Node
Hyperplasia Lymphoid

LESION RATES

OVERALL (a) 0/0 (0%) 0/0 (0%) 0/0 (0%) 4/8 (50%) 0/4 (0%)

POLY-3 RATE (b) 0/0.00 0/0.00 0/0.00 4/7.41 0/4.00

POLY-3 PERCENT (g) 0% 0% 0% 54% 0%

TERMINAL (d) 0/0 (0%) 0/0 (0%) 0/0 (0%) 3/5 (60%) 0/4 (0%)

FIRST INCIDENCE --- --- --- 143 ---

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.291N (e) (e) (e) (e)

POLY 3 (e) (e) (e) (e) (e)

POLY 1.5 (e) (e) (e) (e) (e)

POLY 6 (e) (e) (e) (e) (e)

LOGISTIC REGRESSION P=0.173N (e) (e) (e) (e)

COCH-ARM / FISHERS P=0.140N (e) (e) (e) (e)

ORDER RESTRICTED (e) (e) (e) (e) (e)

MAX-ISO-POLY-3 (e) (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 13



Lymph Node
Inflammation

LESION RATES

OVERALL (a) 0/0 (0%) 0/0 (0%) 0/0 (0%) 2/8 (25%) 0/4 (0%)

POLY-3 RATE (b) 0/0.00 0/0.00 0/0.00 2/6.89 0/4.00

POLY-3 PERCENT (g) 0% 0% 0% 29% 0%

TERMINAL (d) 0/0 (0%) 0/0 (0%) 0/0 (0%) 2/5 (40%) 0/4 (0%)

FIRST INCIDENCE --- --- --- 183 (T) ---

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.277N (e) (e) (e) (e)

POLY 3 (e) (e) (e) (e) (e)

POLY 1.5 (e) (e) (e) (e) (e)

POLY 6 (e) (e) (e) (e) (e)

LOGISTIC REGRESSION (e) (e) (e) (e) (e)

COCH-ARM / FISHERS P=0.392N (e) (e) (e) (e)

ORDER RESTRICTED (e) (e) (e) (e) (e)

MAX-ISO-POLY-3 (e) (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 14



Lymph Node, Mandibular
Hyperplasia Lymphoid

LESION RATES

OVERALL (a) 0/0 (0%) 0/1 (0%) 0/0 (0%) 1/3 (33%) 2/3 (67%)

POLY-3 RATE (b) 0/0.00 0/0.33 0/0.00 1/2.41 2/2.63

POLY-3 PERCENT (g) 0% 0% 0% 41.4% 76%

TERMINAL (d) 0/0 (0%) 0/0 (0%) 0/0 (0%) 0/0 (0%) 2/2 (100%)

FIRST INCIDENCE --- --- --- 155 183 (T)

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.645 (e) (e) (e) (e)

POLY 3 (e) (e) (e) (e) (e)

POLY 1.5 (e) (e) (e) (e) (e)

POLY 6 (e) (e) (e) (e) (e)

LOGISTIC REGRESSION P=0.877 (e) (e) (e) (e)

COCH-ARM / FISHERS P=0.255 (e) (e) (e) (e)

ORDER RESTRICTED (e) (e) (e) (e) (e)

MAX-ISO-POLY-3 (e) (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 15



Lymph Node, Mesenteric
Hyperplasia Lymphoid

LESION RATES

OVERALL (a) 0/1 (0%) 1/1 (100%) 0/0 (0%) 2/2 (100%) 0/1 (0%)

POLY-3 RATE (b) 0/1.00 1/1.00 0/0.00 2/2.00 0/1.00

POLY-3 PERCENT (g) 0% 100% 0% 100% 0%

TERMINAL (d) 0/1 (0%) 1/1 (100%) 0/0 (0%) 1/1 (100%) 0/1 (0%)

FIRST INCIDENCE --- 183 (T) --- 163 ---

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.623N P=0.500 (e) P=0.218 (e)

POLY 3 (e) (e) (e) P=0.333 (e)

POLY 1.5 (e) (e) (e) P=0.333 (e)

POLY 6 (e) (e) (e) P=0.333 (e)

LOGISTIC REGRESSION (e) P=0.250 (e) P=0.500 (e)

COCH-ARM / FISHERS P=0.561N P=0.500 (e) P=0.333 (e)

ORDER RESTRICTED (e) (e) (e) (e) (e)

MAX-ISO-POLY-3 (e) (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 16



Skin
Hyperplasia

LESION RATES

OVERALL (a) 4/4 (100%) 1/4 (25%) 4/8 (50%) 3/7 (43%) 4/13 (31%)

POLY-3 RATE (b) 4/4.00 1/2.97 4/7.06 3/6.71 4/11.99

POLY-3 PERCENT (g) 100% 33.7% 56.7% 44.7% 33.4%

TERMINAL (d) 4/4 (100%) 1/2 (50%) 4/7 (57%) 0/3 (0%) 3/9 (33%)

FIRST INCIDENCE 183 (T) 183 (T) 183 (T) 80 157

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.327N P=0.362N P=0.214N P=0.618N P=0.206N

POLY 3 P=0.053N P=0.071N P=0.186N P=0.093N P=0.019N*

POLY 1.5 P=0.063N P=0.039N* P=0.167N P=0.089N P=0.017N*

POLY 6 P=0.047N* P=0.160N P=0.193N P=0.102N P=0.022N*

LOGISTIC REGRESSION P=0.100N P=0.362N P=0.214N P=0.024N* P=0.043N*

COCH-ARM / FISHERS P=0.104N P=0.071N P=0.141N P=0.106N P=0.029N*

ORDER RESTRICTED P=0.032N* (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.034N* (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 17



Skin
Inflammation Chronic

LESION RATES

OVERALL (a) 3/4 (75%) 1/4 (25%) 3/8 (38%) 6/7 (86%) 10/13 (77%)

POLY-3 RATE (b) 3/4.00 1/2.97 3/7.06 6/6.71 10/12.83

POLY-3 PERCENT (g) 75% 33.7% 42.5% 89.5% 77.9%

TERMINAL (d) 3/4 (75%) 1/2 (50%) 3/7 (43%) 3/3 (100%) 7/9 (78%)

FIRST INCIDENCE 183 (T) 183 (T) 183 (T) 80 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.011* P=0.610N P=0.351N P=0.069 P=0.159

POLY 3 P=0.143 P=0.380N P=0.343N P=0.592 P=0.704

POLY 1.5 P=0.112 P=0.313N P=0.326N P=0.612 P=0.708

POLY 6 P=0.166 P=0.475N P=0.348N P=0.552 P=0.696

LOGISTIC REGRESSION P=0.072 P=0.610N P=0.351N P=0.714 P=0.732N

COCH-ARM / FISHERS P=0.069 P=0.243N P=0.273N P=0.618 P=0.700

ORDER RESTRICTED P=0.251 (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.254 (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Skin, Control Dermis
Inflammation Chronic

LESION RATES

OVERALL (a) 0/20 (0%) 0/20 (0%) 1/20 (5%) 5/20 (25%) 1/20 (5%)

POLY-3 RATE (b) 0/17.89 0/14.74 1/17.87 5/16.51 1/17.44

POLY-3 PERCENT (g) 0% 0% 5.6% 30.3% 5.7%

TERMINAL (d) 0/17 (0%) 0/13 (0%) 0/16 (0%) 4/13 (31%) 1/13 (8%)

FIRST INCIDENCE --- --- 114 143 183 (T)

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.147 (e) P=0.511 P=0.016* P=0.446

POLY 3 P=0.181 (e) P=0.500 P=0.015* P=0.495

POLY 1.5 P=0.186 (e) P=0.501 P=0.018* P=0.501

POLY 6 P=0.155 (e) P=0.498 P=0.013* P=0.482

LOGISTIC REGRESSION P=0.169 (e) P=0.487 P=0.022* P=0.446

COCH-ARM / FISHERS P=0.168 (e) P=0.500 P=0.024* P=0.500

ORDER RESTRICTED P=0.029* (e) (e) (e) (e)

MAX-ISO-POLY-3 P=0.038* (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Skin, SOA No Mass
Hyperplasia

LESION RATES

OVERALL (a) 1/20 (5%) 7/20 (35%) 8/17 (47%) 9/13 (69%) 6/12 (50%)

POLY-3 RATE (b) 1/17.89 7/17.25 8/16.24 9/11.19 6/11.12

POLY-3 PERCENT (g) 5.6% 40.6% 49.3% 80.5% 54%

TERMINAL (d) 1/17 (6%) 4/13 (31%) 6/14 (43%) 7/9 (78%) 5/9 (56%)

FIRST INCIDENCE 183 (T) 54 71 122 157

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.044* P=0.016* P=0.008** P<0.001** P=0.005**

POLY 3 P=0.008** P=0.014* P=0.003** P<0.001** P=0.002**

POLY 1.5 P=0.008** P=0.016* P=0.003** P<0.001** P=0.002**

POLY 6 P=0.007** P=0.012* P=0.003** P<0.001** P=0.002**

LOGISTIC REGRESSION P=0.012* P=0.036* P=0.005** P<0.001** P=0.005**

COCH-ARM / FISHERS P=0.013* P=0.022* P=0.004** P<0.001** P=0.006**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Skin, SOA No Mass
Inflammation Chronic

LESION RATES

OVERALL (a) 3/20 (15%) 6/20 (30%) 11/17 (65%) 12/13 (92%) 9/12 (75%)

POLY-3 RATE (b) 3/17.89 6/16.33 11/16.06 12/12.08 9/11.83

POLY-3 PERCENT (g) 16.8% 36.8% 68.5% 99.3% 76.1%

TERMINAL (d) 3/17 (18%) 4/13 (31%) 9/14 (64%) 9/9 (100%) 7/9 (78%)

FIRST INCIDENCE 183 (T) 54 114 86 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P=0.002** P=0.134 P=0.004** P<0.001** P=0.002**

POLY 3 P<0.001** P=0.174 P<0.001** P<0.001** P<0.001**

POLY 1.5 P<0.001** P=0.192 P<0.001** P<0.001** P<0.001**

POLY 6 P<0.001** P=0.160 P<0.001** P<0.001** P<0.001**

LOGISTIC REGRESSION P<0.001** P=0.223 P=0.003** P<0.001** P<0.001**

COCH-ARM / FISHERS P<0.001** P=0.225 P=0.003** P<0.001** P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 21



Skin, Site of Application
Hyperplasia

LESION RATES

OVERALL (a) 1/20 (5%) 8/20 (40%) 10/20 (50%) 18/20 (90%) 16/20 (80%)

POLY-3 RATE (b) 1/17.89 8/14.74 10/17.11 18/19.71 16/19.88

POLY-3 PERCENT (g) 5.6% 54.3% 58.4% 91.3% 80.5%

TERMINAL (d) 1/17 (6%) 8/13 (62%) 10/16 (63%) 12/13 (92%) 10/13 (77%)

FIRST INCIDENCE 183 (T) 183 (T) 183 (T) 80 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P<0.001** P=0.002** P<0.001** P<0.001** P<0.001**

POLY 3 P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

POLY 1.5 P<0.001** P=0.002** P<0.001** P<0.001** P<0.001**

POLY 6 P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

LOGISTIC REGRESSION P<0.001** P=0.002** P<0.001** P<0.001** P<0.001**

COCH-ARM / FISHERS P<0.001** P=0.010** P=0.002** P<0.001** P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Skin, Site of Application
Inflammation Chronic

LESION RATES

OVERALL (a) 2/20 (10%) 14/20 (70%) 18/20 (90%) 20/20 (100%) 20/20 (100%)

POLY-3 RATE (b) 2/17.89 14/16.02 18/19.06 20/20.00 20/20.00

POLY-3 PERCENT (g) 11.2% 87.4% 94.5% 100% 100%

TERMINAL (d) 2/17 (12%) 12/13 (92%) 15/16 (94%) 13/13 (100%) 13/13 (100%)

FIRST INCIDENCE 183 (T) 127 114 80 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

POLY 3 P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

POLY 1.5 P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

POLY 6 P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

LOGISTIC REGRESSION P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

COCH-ARM / FISHERS P<0.001** P<0.001** P<0.001** P<0.001** P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Spleen
Hematopoietic Cell Proliferation

LESION RATES

OVERALL (a) 3/20 (15%) 7/20 (35%) 13/20 (65%) 14/20 (70%) 14/20 (70%)

POLY-3 RATE (b) 3/17.89 7/14.74 13/19.24 14/17.89 14/19.06

POLY-3 PERCENT (g) 16.8% 47.5% 67.6% 78.2% 73.5%

TERMINAL (d) 3/17 (18%) 7/13 (54%) 10/16 (63%) 10/13 (77%) 10/13 (77%)

FIRST INCIDENCE 183 (T) 183 (T) 71 122 121

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P<0.001** P=0.048* P=0.002** P<0.001** P<0.001**

POLY 3 P<0.001** P=0.061 P<0.001** P<0.001** P<0.001**

POLY 1.5 P<0.001** P=0.081 P<0.001** P<0.001** P<0.001**

POLY 6 P<0.001** P=0.048* P<0.001** P<0.001** P<0.001**

LOGISTIC REGRESSION P=0.002** P=0.048* P=0.002** P<0.001** P<0.001**

COCH-ARM / FISHERS P<0.001** P=0.137 P=0.002** P<0.001** P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
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Thymus
Atrophy

LESION RATES

OVERALL (a) 3/20 (15%) 3/19 (16%) 6/19 (32%) 6/19 (32%) 12/18 (67%)

POLY-3 RATE (b) 3/18.15 3/16.61 6/19.00 6/16.99 12/17.29

POLY-3 PERCENT (g) 16.5% 18.1% 31.6% 35.3% 69.4%

TERMINAL (d) 2/17 (12%) 0/13 (0%) 3/16 (19%) 3/13 (23%) 7/12 (58%)

FIRST INCIDENCE 165 54 71 86 150

..............................................................................................................................................................................................................................

STATISTICAL TESTS

LIFE TABLE P<0.001** P=0.564 P=0.219 P=0.148 P=0.003**

POLY 3 P<0.001** P=0.626 P=0.248 P=0.188 P<0.001**

POLY 1.5 P<0.001** P=0.635 P=0.237 P=0.195 P<0.001**

POLY 6 P<0.001** P=0.617 P=0.253 P=0.176 P<0.001**

LOGISTIC REGRESSION P<0.001** P=0.615N P=0.184 P=0.205 P=0.002**

COCH-ARM / FISHERS P<0.001** P=0.644 P=0.199 P=0.199 P<0.001**

ORDER RESTRICTED P<0.001** (e) (e) (e) (e)

MAX-ISO-POLY-3 P<0.001** (e) (e) (e) (e)

..............................................................................................................................................................................................................................

TDMS No. 20201 - 03 P10: STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS Date Report Reqsted: 06/15/2006

Test Type: 26-WEEK TEF TRANSGENICS (PECDF) Time Report Reqsted: 14:54:39

Route: SKIN APPLICATION CAS Number: 57117-31-4 First Dose M/F: NA / 04/21/03

Species/Strain: MICE/TG.AC HEMI Lab: BAT

STATISTICAL ANALYSIS OF NON-NEOPLASTIC LESIONS IN MICE(TG.AC HEMI)

TERMINAL SACRIFICE AT 27 WEEKS

Females

DOSE 0 NG/KG 72 NG/KG 242 NG/KG 720 NG/KG 1520 NG/KG

Control data contained within this report was collected on study 20201-01
Page 25



LEGEND

(a) Number of tumor-bearing animals/number of animals examined at site.

(b) Number of tumor-bearing animals/Poly-3 number

(d) Observed incidence at terminal kill.

(f) Beneath the control incidence are the P-values associated with the trend test. Beneath the dosed group incidence are theP-values corresponding to
pairwise comparisons between the controls and that dosed group. The life table analysis regards tumors in animals dying prior to terminal kill as
being (directly or indirectly) the cause of death.

(e) Value of Statistic cannot be computed.

(g) Poly-3 adjusted lifetime tumor incidence.

(I) Interim sacrifice

(T) Terminal sacrifice

# Tumor rates based on numbers of animals necropsied.

* To the right of any statistical result, indicates significance at (P<=0.05).

** To the right of any statistical result, indicates significance at (P<=0.01).

N Indicates a negative trend for all tests

Logistic regression is an alternative method for analyzing the incidence of non-fatal tumors.

The Cochran-Armitage and Fishers exact tests compare directly the overall incidence rates.

*** END OF REPORT ***
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